
Aw-o3-04 08 : 54 From- T-393 P.O1/05 F-410 

F”A/CDRH OFFICE OF COMPUANCE 
DIViSION OF ENFORCEMENT B 

Electronic Products Branch 
2098 Gaither Roacl, Rockville, MD 20850 

FACSINILE TRANSMISSION SHEET 
(301) 594-4672 FAX NUMBER 

(301) 594-4654 TELEPHONE 

Number of pages; Coverrheec + 
3’ 

Confirmation Number: (391) 594-4654 

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARn -I’0 WHOM IT IS ADDRESSED AND MAY 
CONTAIN lNFORIlATION THAT IS PRIVILEGED, CONFlPENTIAL. AND PROTECTED FRO?I DISCLOSURE UNDER 
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APPLICATION FOR A VARIANCE 
FROM 21 CFR 1040.11 (c) FOR A 
LASER LlGHT SHOW, DISPLAY, 

OR DEVICE 
NOTE: No lassr I,ghc show, pro~eblo~ ByStSvl, Uf 86wC6 mey Vary lfOfh comphanw 01 lnls 

appticanun in accoWim? wkh 21 CR 1010.4. 
‘INsTRUcnONs 

1 Chach all +ppl~as~Ble Dor~18 ana L~YP” or prlnstne 3 M&I your appllcalion IuUle Ck~cke~ Managemwx hwv=t~ (tiFA405), Food arlct 
c3qrefxeu tntorrnafbn bu@ AOmln~, h 1081 I SW30 FiStlSES LOW, fhCKvllle. MD 20852 

2 Subma an or~amel an8 four (41 ta0te.a 4 Cnrer dockw nlanber II 8eslcmed. 

VAX .- 
P t=‘RoDufT FOR WHtc=H A VARkNCE tS t?EQW%TED 

0 A tt36ev Q&lay device 
m A prOJOcbrtor a laser h#t ohu- 

hii A tacwr ltgnr st10rv 
Q ocflar (Speedy) - 

:. c] PROJECTOdS ARE tNTENDED FOR SALE, LEASE. OR LOAN TO 
OTt-tER LASER r-IGnT St-tOW PRODUCERS 

G. PAOPUCT IS INTENDED FOR ~5% tN A 
a Planetarrum 01 cmer a0ma prcjeccion slruclure 
c Theater 

q inct0or arena 
Q OulrJo01 arena 
Cl Museum 

‘chl Outdaor wwwvieu ayaa 
n Other (S$@cifyJ 

8. PRODUCT IS tNEb@ED TO BE USED 
‘0 Al only one (FJhs4) IOcaIlort 

u AI 81 rar~sty of r@xj locettcns 
D olner ISpscrly, 

, 

B IF ANY LASER RAPIATION IS rlrL.SED’OR 3CANfuE,D, oNi?fii i i~PQCJLSZbURATtON AND RAKE AND $CA~UN~NG FR?JuENCy ANI) AMP~JTLIDE 

lo REASON FDA REQUGSTIIUO VARIANCE 

:ORM FDA 5147 (12m) PREVIOUS EDtl’lON IS OB~OLE’T’E PAQE 1 OF 4 PAGES 
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,, MA&R IN WkM5l4T IS PRCPDSED TO DEWlATE FROM THE REtOuIi?E@~NTS OFTHE APPUCABLE STANDARD 

E ADVANTAGES TO BC DERlVElYl FROM SUCH DEVIATION 

m All (860r prW7uCCs, SySIemS, Sftawts, and pu~~crars kill be EeWfled lq comply WIT 21 CFR 164O.iP an4 rhe ConU~Pons ol lhl0 Vsdanc@4 WV! wal 
~6 repurteci a6 requireQ by Z4 43% 1002 10 AND 1 w2 11 usmg the reporting guides proviakc1 for sucn purpose lheae a@ons wlli be 
accompi@heU prior co any inirnducdon into commerce. 

%I Laser reqioQon k3rrcis tn e3.cesB of ;I163 llrnirs ot CWq I wltl nor &a permined at any pulnrlen: mn 9.0 marerti above any sutfaoe upon urNch 
persons orhsr man ap@rcrtors. pertormers. or employees are porfr&ed lp St-&d or 2% meter8 bslCW or in lalefai 6eparaUonStr0m any place 
wtwe such person6 are permiRW CCI bs. Cpemkxs, pefformsr$. aft8 employees ~111 not be fequlred a7 aJtoweU zc v18w redlat4on atQua tt4e 

10 v 
IlnlRs of Class 1 or ba srpaseq to radlarion above the llmlt spcdrca in 21 Cl% 104alI(~~. 

B a Any proauct which relies on rGennin$Po meet aIws6. exposure, 01 product Fkrrt Iimlts lNrli WOrporate B 6cannin51 SafeguatU syrtwn whim 
umcrly sense6 smwef moCron ma wnich wltt r&au last enougn n3 prmude exceadhg the irppWat& Ilmrt. 

th All laser llghl shows shall ~a’ under the dlreq and personef CWIrol of IrWleq. campeWnZ operator(s). Tha aJWaXor(s) WIN; 

” 111 Bi@i-wplb>ee bf me QarleJlce hbld~ w?m wtl‘be rez+insWe for tw mlnmg and rheconduot of Me&tp~#Worr -. - - - - - 

(2) Be locared where all beam perha can be direclcy ab6BrvDd st~all rimes; ~na 

(3) Imtne5iaWlyrerrnlnase The emlrfiion 01 IlgnC snow raaWion lnrlie event of eny unsafe Eondition: or. tar OUUYCW snouE. upon requm 
by any air trafk Eantroi o!Tiorais. 

. 

hm The projeulon syslwn (Le.. rb!? projecror endaN ~mur compQfwn?s useUro prouuce thY/&Wf@ e4YecrsJ wrli PO ssrvrely mormed nr 
ImmobtJiZea 10 prrslrenr unlnrendep mo~em~or ml%L2nmenr. 5e6m mas4ung ~144 be prmuldeu a6 an inhorenf pwr at rhe system Osrlgn la 
prevent avsrltllmg of soreens, beam stops, wgets. eIc. 

1 G In wdlllo~ IP W  requireme@ ot 3 CFR W*.)Dp), Ire mant&aX~rer 07 laser pro~ectors/6*mmc ~1i4 pravicrB rb pame who fmrchwe. lease, 
or DPrroHl the squipmenr. ~&p&a users’ ~ns~ru&ns for rekfe inrrallation MU operaI!on vm~lrcn 6iplfa4n the raspons~b~ldy of ee redplenl as an 
lndepandenr hgl-& chow manulaclwer to 6uBrnlb fhs requIrea repot= and apply for aild obraln a vtiance frPm CDRH pi 1Or to iMroUuCWri 17410 
awrimmre ot any laser I@hr ohaws 
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